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DETAILED ACTION 

1. Claims 19-28 & 34-42 are pending in this application. Claims 1-18 & 29-33 have 
been cancelled as directed in applicants response filed April 4, 2008. 

Election/Restrictions 

2. Applicant's election without traverse of Group 1 , Species 4 in the reply filed on 
April 4, 2008 is acknowledged. 

Claim Objections 

3. Claims 1 9-28 & 34-42 are objected to because of the following informalities: 

In the claims, when the term "the" or "said" is used, the word following the term 
"the" or "said" must have proper antecedent basis. The terms "the" and "said" appear 
numerous times in the claims without proper antecedent basis for the limitations 
following the terms "the" and "said." 

For example, Claim 19 recites the limitation "said selected frame portion" in line 
5-6; however, there is insufficient antecedent basis for this limitation in the claim. Claim 
19 provides antecedent basis for "said at least one selected portion" and applicant is 
reminded to be consistent in their terminology. 

Claim 19 also lacks antecedent basis for "the position" and has improper 
antecedent basis for the second occurrence of "the selected frame portion" in lines 9- 
10. 

Claims 20-24, 26-27 and 34 lack antecedent basis for claim limitations and they 
are objected to for reasons analogous to those of claim 1 . 


Application/Control Number: 10/533,928 Page 3 

Art Unit: 3771 

Claims 19 and 34 are also objected to because claim 19 capitalizes "Non- 
Invasive Positive Pressure Ventilation" whereas claim 34 does not. Applicant is 
requested to be consistent in their capitalization, or lack thereof, in the claims. 

Any remaining claims are objected to as depending from an objected base claim. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

5. Claims 20 & 25 are rejected under 35 U.S.C. 1 01 because the claimed invention 
is directed to non-statutory subject matter. Where a claim is directed to an apparatus 
attached to the human body or any part thereof the claim is directed to nonstatutory 
subject matter because the claim positively recites part of a human body. See: 1077 
Official Gazette, April 21, 1987. 

Claims 20 & 25 are rejected because they positively recite parts of a human body 
or a patient. Claim 20 claims "the force applied to the sides of the patient's nose and/or 
face" and claim 25 claims "the cushion includes at least one inflatable element therein, 
to adjust an effective stiffness and/or an effective fit with the patient." Apparatuses are 
"adapted to" be attached to a human. 

Any remaining claims are rejected as depending from a rejected base claim. 
Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 19-28 & 34-42 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 19 & 34 are confusing because it is unclear if the frame includes the at 
least one aperture or if the main body includes the at least one aperture. 

Claims 19-20, 22-24, and 27 are confusing because it is unclear if "the at least 
one selected potion" is the same "the selected frame portion" of claim 19, "the frame 
portion" and "said frame portion" of claim 20, "the selected frame portion" of claims 22- 
23; "the selected portion" of claim 24; and "the selected frame portion" of claim 27. 

Any remaining claims are rejected as depending from a rejected base claim. 
Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

9. Claims 19-20, 22-23, 27, and 34-42 rejected under 35 U.S.C. 102(a) as being 
anticipated by Amarasinghe et al., (WO 02/45784). 

Regarding claim 19, Amarasinghe discloses a mask assembly (10) for 
application of Non-Invasive Positive Pressure Ventilation to a patient, comprising: a 
frame (figure 4) including a main body (13) including at least one aperture (hole in 13) 
configured to receive a supply of breathable gas under pressure, said frame including at 
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least one selected portion (12) provided to the main body, said selected [frame] portion 
being adjustable relative to the main body; and a cushion (16) provided to the frame, the 
cushion being structured to provide an interface with the patient (figure 2), said cushion, 
upon application of positive pressure, applying a force to the patient, said force being 
adjustable in accordance with 1 ) the position of the selected frame portion relative to the 
main body for a given value of said positive pressure (via the tightening of the straps as 
positive air flow pressure increases); and/or 2) variations in the positive pressure (as the 
positive air flow is increase, the straps will tighten and when the air flow is decreased to 
straps will loosen). 

Regarding claim 20, Amarasinghe discloses a mask assembly with at least one 
headgear connector portion provided to the frame portion (15), said frame portion being 
movable in accordance with change in headgear strap tension to thereby adjust the 
force applied to the sides of the patient's nose and/or face in use (via adjusting the 
straps). See: figure 2. 

Regarding claim 22, Amarasinghe discloses a mask assembly wherein the 
selected frame portion includes a flexible member supporting the cushion (15 supports 
the cushion by wrapping around it when the straps are fitted around a users head. See; 
figure 2. 

Regarding claim 23, Amarasinghe discloses a mask assembly with a main body 
(13) and the selected frame portion (12) which are provided as two separate parts that 
are coupled to one another. See: page 6, line 27 -page 7, line 6 and figure 4. 
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Regarding claim 24, there is no structural limitation added to this claim. It is the 
examiner's position that the main body and the selected portion are moveable by a 
camming mechanism. Since a cam is merely a projecting part of a rotating wheel or 
shaft that strikes a lever at one or more points on its circular path, if a cam were to 
contact the mask, or a package containing the mask, the main body and the selected 
portion would be movable by a camming mechanism. 

Regarding claim 27 Amarasinghe discloses a mask assembly with a selected 
frame portion that includes lateral sides of the frame that are made of a flexible material. 
See: page 7, lines 21-27. 

Regarding claim 34, Amarasinghe discloses a mask assembly (10) for 
application of non-invasive positive pressure ventilation to a patient, comprising: a frame 
(figure 4) including a main body (13) including at least one aperture (hole in 13) 
configured to receive a supply of breathable gas under pressure, said frame including a 
selected frame portion (12) provided to the main body, said selected frame portion 
being adjustable relative to the main body (it can be attached and detached from the 
13); and a cushion provided to the frame (16), the cushion being structured to provide 
an interface with the patient (figure 2), wherein the cushion is adjustable in accordance 
with the position of the selected frame portion relative to the main body, and wherein the 
selected frame portion includes each lateral side of the frame (15), and the selected 
frame portion is bendable to cause each lateral side of the frame to push against sides 
of the cushion (12 is a bendable metal). 

Regarding claim 35, Amarasinghe discloses a mask assembly with a selected 
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frame portion (12) that includes a flexible member (20) supporting the cushion. See: 
page 7, lines 8-20. 

Regarding claim 36, Amarasinghe discloses a mask assembly wherein the main 
body is relatively stiffer than the flexible member. See: page 30, lines 29-30. 

Regarding claim 37, Amarasinghe discloses a mask assembly with a main body 
(13) and a selected frame portion (12) that are provided as two separate parts that are 
coupled to one another. See: page 6, line 27 - page 7, line 6 and figure 4. 

Regarding claim 38, Amarasinghe discloses a mask assembly wherein the 
selected frame portion (1 2) includes lateral sides of the frame (15) which are made of a 
flexible material (12 is a bendable metal). 

Regarding claim 39, Amarasinghe discloses a mask assembly with a selected 
frame portion that is bendable about a longitudinal axis of the frame (12 is a bendable 
metal). 

Regarding claim 40, Amarasinghe discloses a mask assembly with a selected 
frame portion (12) that includes side wing portions (15) which are movable relative to 
the main body to adjust the sides of the cushion (16). 

Regarding claim 41 , Amarasinghe discloses a mask assembly wherein each of the side 
wing portions are adjustable into a plurality of positions (12 which forms 15 is bendable). 

Regarding claim 42, Amarasinghe discloses a mask assembly with a cushion 
that is adapted to provide a seal with the patient's nose (16 forms a seal with the user's 
face, which includes the user's nose). 


Application/Control Number: 10/533,928 
Art Unit: 3771 


Page 8 


Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Amarasinghe et al., (WO 02/45784), as applied to claim 19 and 34 above, in view of 
Gradon et al., (2003/0089373). 

Amarasinghe discloses all the limitations of claim 21 except the knob to change 
the relative positioning between the main body and the frame portion. 

Gradon teaches a knob (440) that is used to adjust the bridge member (430). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to have modified the mask assembly disclosed by Amarasinghe by replacing 
the stabilizing forehead portion of Amarasinghe with the adjustable forehead stabilizing 
portion as taught by Gradon because of the reasonable expectation of obtaining a mask 
assembly that could be adjusted easily and quickly without having to undue the straps. 

12. Claims 25-26 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Amarasinghe et al., (WO 02/45784), as applied to claim 19 above, in view of 
Hellings et al., (5,975,079). 

Amarasinghe discloses all the limitations of claims 25-26 and 28 except the 
cushion with an inflatable unit that adjusts the size of the nasal bridge and the element 
providing for multiple stiffening rates of the cushion 
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Hellings teaches a mask that is curved and contoured around the mouth and 
nasal bridge with an inflatable cushion. The reference teaches applying the mask to a 
user's face and then inflating the cushion, to provide a pneumatic seal. See: col. 3, 
lines 48-65. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the mask disclosed by Amarasinghe by using an 
inflatable cushion as taught by Hellings, because of the reasonable expectation of 
obtaining a mask with a pneumatic seal while simultaneously alleviating orbital irritation 
and eliminating ocular pressure. 

Regarding claim 28, the stiffening rate of the cushion taught by Hellings is 
directly attributable to the rate the gas is supplied to the mask. Thus, by adjusting the 
gas delivery rate, the cushion stiffening rate would also be adjusted. Thus, the 
combined references teach a cushion with at least one element providing for multiple 
stiffening rates as claimed. 

Conclusion 

1 3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. McCall et al., (5,921,239); Amarasinghe et al., (2004/0065328); 
Kwoketal., (WO 00/78384 A1); Kwok etal., (6,112,746); Madaus et al., 
(2004/0025882); Eaton et al., (2004/0045551); Lovell (6,631,718); and Cannon 
(6,789,543) all of which are drawn to adjustable masks for delivering gasses to patient 
airways. 
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14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CLINTON OSTRUP whose telephone number is 
(571)272-5559. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 ) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Clinton Ostrup/ 
Examiner, Art Unit 3771 


/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 


